Date Received: (IRB use only) ____________________________             

Adverse Event Form

· Please type your responses in the spaces provided.  Use as much space as necessary (the spaces will expand).  Please answer each question – if a question is not applicable, please put N/A in the appropriate space.

	1.  Protocol Information

  a.  Protocol #:       
b. Principal Investigator:       
c. Title of Study:       

	2.  Participant Information

a. Participant ID (if no Study ID, then use participant’s initials):       
b. Age       
c. Gender       
d. Was the participant withdrawn from the study?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No   
If yes, state reason for this decision:             

	3.  Nature of Adverse Event:

  a.  Date of event:        /     /       

                                 mm       dd        yy             

  b.  Date PI learned of event:       /     /       

                                                 mm       dd        yy             

  c.  Brief description of the event (including location and timing to study procedures as well as, subject’s pertinent medical history including relevant pre-existing medical conditions):         

  d.  Nature of event:    FORMCHECKBOX 
  Expected (i.e. risk already in protocol/consent)     FORMCHECKBOX 
 Unexpected
e. Please indicate the severity of the event:

      FORMCHECKBOX 
 Mild                

      FORMCHECKBOX 
 Moderate                  

      FORMCHECKBOX 
 Serious         If serious, please indicate all that apply:

 FORMCHECKBOX 
 Death                                                    FORMCHECKBOX 
 Persistent/significant disability                 

 FORMCHECKBOX 
 Life threatening                                   FORMCHECKBOX 
 Congenital anomaly                 

 FORMCHECKBOX 
 Hospitalization or its prolongation     

 FORMCHECKBOX 
 Required intervention:  Specifics of intervention:           

f. Relation of event to study procedure:

      FORMCHECKBOX 
  Unknown                    FORMCHECKBOX 
  Possibly Related  

 FORMCHECKBOX 
  Unrelated                    FORMCHECKBOX 
  Probably Related  

 FORMCHECKBOX 
  Unlikely                       FORMCHECKBOX 
  Definitely Related   

	4.  Actions of Investigator:

  a.  Was this event reported to other institutions?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No   

       If yes, please check all that apply:

        FORMCHECKBOX 
  Study Sponsor         FORMCHECKBOX 
  FDA            FORMCHECKBOX 
 Other (please list):       
      Please forward a copy of the reviewing institution’s report/acknowledgement regarding this event.

  b.  Is a DSMB advising the PI/study team?     FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No   

       If yes, please forward the DSMB report that includes review of this event.  

  c.  Are protocol changes needed to prevent future events?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No   

       If yes, please indicate these changes:       
  d.  Are changes being implemented in the Informed Consent Form process?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No   

       If yes, please indicate these changes and send revised form for review and approval:       
  e.  Are you requesting an amendment at this time?    FORMCHECKBOX 
  Yes    FORMCHECKBOX 
 No   

       If yes, please specify:       
       If the consent form needs revision, you must attach one copy of the revised consent with the changes      highlighted and two clean copies with this form.

	4.  Adverse Events Outcome   (Check one)

a.  FORMCHECKBOX 
  No permanent adverse outcome (resolved without intervention) 

b.  FORMCHECKBOX 
  Medical event requiring treatment (specify      )
c.  FORMCHECKBOX 
  In-patient hospitalization or prolonged existing hospitalization

d.  FORMCHECKBOX 
  Life threatening

e.  FORMCHECKBOX 
  Death

	5.  Reporting Person

a. Name:       
b. Title:       
c. Telephone #:       
d. E-mail address:       



     








     /     /       

Signature of Investigator                                                                      mm       dd        yy         

N.B.:  This form must be signed by the principal investigator – if he/she is physically unavailable to sign the form prior to the reporting deadline for the Adverse Event, then a co-investigator may initially sign the form but must indicate the timeframe for obtaining the PI’s signature.

If you have any questions, please contact Aleksandra Brenckle, the Human Protections Administrator.

Human Protections Administrator


Hebrew SeniorLife


1200 Centre Street


Boston, MA  02131


Phone:  617-971-5311


Fax:  617-971-5349


E-mail:  irb@hrca.harvard.edu
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